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September 282000 

Office of Nutritional Products, Labeling, and Dietary Supplements 
Center for Food Safety and Applied Nutrition (HFS 800) 
Food and Drug Administration 
200 C Street, S.W. 
Washington, D . C. 20204 

NOTIFICATION OF STATEMENTS 
PF NUTRITIONAL SUPPORT 

MARY KATE WHALEN 
OF COUHSEl. 

- 
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DAVID 8. CLISSOLD 
KATE DUFFY MAZAN 
HOLLY M. BAYNE 
CASSANDRA A. SOLTIS 
JOSEPHINE hl. TORRENTE 
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DIRECT DIAL (202) 737-4298 

This notification is filed by Hyman, Phelps & McNamara, P.C., on behalf of 5 
Sun-O U.S.A., Inc., 777 South Pigueroa Street, Suite 302, Los Angeles, California 9OGJ7- 
5801, pursuant to section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. 
0 343(rX6). 2 . . 

s 
Name of Dietary Supplement BIO NORMALIZER 

.s . 
Name of Dietary Ingredients papaya, yeast 

Statements of Nutritional Support - Free Radical & Redox Regulator 
- Immunomodulator 
- Metal Chelator 

for the Dietary Supplement 

- . - Anti-aging 

I  

Pursuant to Food and Drug Administration regulation 21 C.F.R. 6 101.93(a)(3), a signed 
certification is attached to this notice. 

Sincerely, 

*%*+ 
Holly M. Bayne 54r9 



September l&2000 

Office of Nutritional Products, Labeling and Dietary Supplements 
Center for Food Safety and Applied Nutrition (HFS 800) 
Food and Drug Administration 
200 “c” Street, S.W. 
Washington, D.C. 20204 

To Whom It May Concern: 

I certify that the information contained in the enclosed notification, filed by 
Hyman, Phelps & McNamara, P.C., on behalf of Sun-O U.S.A., Inc., is 
complete and accurate, and that we have substantiation that the statements 
are truthful and not misleading. 

Sincerely, 

&l-o 5!.kY% 9nc. 
980 Monterey Pass Road, Monterey Park, CA 91754-3611 (323) 261-7100 FAX (323) 261-7300 
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